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DETAILED ACTION 
Status 

1 . Claims 7-25, 40-55, 66, 68-73, 75, 76, 78-83, 85, 86, 88-93, 95-102 are pending. 
Claims 66, 68-73, 75, 76, 78-83, 85, 86, 88-93, 95 are rejected. 

Claims 7-25, 40-55, 96-102 are withdrawn from consideration. 
Any rejection which is not reiterated in this action is hereby withdrawn as no 
longer applicable. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 66, 69, 73, 75-76, 79, 83, 85-86, 89, 93 and 95 are rejected under 35 
U.S.C. 102(b) as being anticipated by Gross et al (U.S. Patent 2,703,083). 

As applicant is aware, a product need not share the same intended use in order 
to anticipate a claim. As MPEP 21 14 notes, for example, "A claim containing a 
"recitation with respect to the manner in which a claimed apparatus is intended to be 
employed does not differentiate the claimed apparatus from a prior art apparatus" if the 
prior art apparatus teaches all the structural limitations of the claim." This rejection, 
using the Gross reference, meets the structural limitations of the claim. 

Gross teaches a device of claims 66, 76, 86 comprising: 
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(a) a collection portion (see figure 4 and column 6, lines 55-60, where either the 
dressing pad of the adhesive bandage or the actual adhesive portion (often referred to 
using Johnson and Johnson's trademarked name Bandaid ®) will function to collect 
material, and in particular, will ordinarily collect blood, where blood is clearly a material 
containing DNA), 

The collection portion has a front and rear surface, with the rear surface having a 
covering thereon to prevent collection of material containing DNA and the front surface 
is available for collection of material containing DNA (see figure 4, where the dressing 
pad 42 is placed on a sheet 40 that may be composed of a nonporous material such as 
plastic and where an adhesive layer 41 is also placed on sheet 40 (see column 10, lines 
26-36, for example) where the pad is exposed to the wound on the front surface and the 
adhesive layer is attached to skin but the rear surface is covered as in a normal 
adhesive bandage), 

(b) a housing for holding said device (see column 11, example 1, lines 41-44, 
where the adhesive bandages were wrapped in glassine paper that was sealed, where 
the glassine paper is a housing), 

(c) a treatment applied to said housing after said housing is filled with said 
device, said treatment comprising an effective quantity of an agent for disabling DNA 
from interfering with subsequent speciment specific DNA analysis (see column 11, lines 
60-70, where ethylene oxide treatment was used to sterilize the bandages). 

With regard to claims 69, 79, 89, Gross teaches ethylene oxide treatment was 
used to sterilize the bandages (see column 1 1 , lines 60-70). 
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With regard to claim 66, 76, 86, Gross teaches a second protective layer that is 
foldable over the second side to prevent contamination of the second side which may 
even form a pouch (see figure 4, where the plastic covers of the adhesive also cover the 
pad and are foldable over the dressing pad 42 and see figures 9 and 10 for pouchlike 
form). 

With regard to claim 73, 83, 93, Gross teaches a dressing pad composed of 
paper (see column 6, line 55). 

With regard to claims 75, 84-85, 95, Gross teaches an adhesive surface which is 
variable since the adhesive properties of the dressing pad 42 are lower than the 
adhesive properties of the adhesive layer 41 (see column 6, lines 6-21 and figures 1-4, 
for example). 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

6. Claims 68, 70-71 , 78, 80-81 , 88 and 90-91 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Gross et al (U.S. Patent 2,703,083) in view of Northview 
Biosciences Inc. (March 2001) (titled Sterility Assurance Compliance) 
(http://www.northviewlabs.com/pdf_docs/SterilityAssurance.pdf). 

Gross teaches a device of claims 66, 76, 86 comprising: 

(a) a collection portion (see figure 4 and column 6, lines 55-60, where either the 
dressing pad of the adhesive bandage or the actual adhesive portion (often referred to 
using Johnson and Johnson's trademarked name Bandaid ®) will function to collect 
material, and in particular, will ordinarily collect blood, where blood is clearly a material 
containing DNA), 

The collection portion has a front and rear surface, with the rear surface having a 
covering thereon to prevent collection of material containing DNA and the front surface 
is available for collection of material containing DNA (see figure 4, where the dressing 
pad 42 is placed on a sheet 40 that may be composed of a nonporous material such as 
plastic and where an adhesive layer 41 is also placed on sheet 40 (see column 10, lines 
26-36, for example) where the pad is exposed to the wound on the front surface and the 
adhesive layer is attached to skin but the rear surface is covered as in a normal 
adhesive bandage), 
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(b) a housing for holding said device (see column 1 1 , example 1 , lines 41-44, 
where the adhesive bandages were wrapped in glassine paper that was sealed, where 
the glassine paper is a housing), 

(c) a treatment applied to said housing after said housing is filled with said 
device, said treatment comprising an effective quantity of an agent for disabling DNA 
from interfering with subsequent speciment specific DNA analysis (see column 1 1 , lines 
60-70, where ethylene oxide treatment was used to sterilize the bandages). 

With regard to claims 69, 79, 89, Gross teaches ethylene oxide treatment was 
used to sterilize the bandages (see column 1 1 , lines 60-70). 

With regard to claim 66, 76, 86, Gross teaches a second protective layer that is 
foldable over the second side to prevent contamination of the second side which may 
even form a pouch (see figure 4, where the plastic covers of the adhesive also cover the 
pad and are foldable over the dressing pad 42 and see figures 9 and 10 for pouchlike 
form). 

With regard to claim 73, 83, 93, Gross teaches a dressing pad composed of 
paper (see column 6, line 55). 

With regard to claims 75, 84-85, 95, Gross teaches an adhesive surface which is 
variable since the adhesive properties of the dressing pad 42 are lower than the 
adhesive properties of the adhesive layer 41 (see column 6, lines 6-21 and figures 1-4, 
for example). 

Gross does not teach modes of sterilization other than ethylene oxide. 
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Northview Biosciences teaches sterilization of kits using a variety of equivalent 
techniques including ethylene oxide, gamma radiation and electron beam radiation (see 
page 2), addressing the limitations of claims 68, 70-71 , 78, 80-81 , 88 and 90-91 . 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to sterilize the bandages of Gross using any of the known 
means taught by Northview Biosciences since Northview Biosciences notes "Sterility is 
essential to the safety of many medical devices. Most single use devices are terminally 
sterilized by ethylene oxide gas or gamma or electron beam radiation (see page 2)". An 
ordinary practitioner would have been motivated to sterilize using known equivalent 
methods of sterilization in order to ensure that the single use bandages are terminally 
sterilized. Further, MPEP 2144.06 notes " Substituting equivalents known for the same 
purpose. In order to rely on equivalence as a rationale supporting an obviousness 
rejection, the equivalency must be recognized in the prior art, and cannot be based on 
applicant's disclosure or the mere fact that the components at issue are functional or 
mechanical equivalents. An express suggestion to substitute one equivalent 
component or process for another is not necessary to render such substitution obvious. 
In re Fout , 675 F.2d 297, 213 USPQ 532 (CCPA 1982)." Here, the different modes of 
sterilization are expressly recognized by the prior art as known equivalents for the same 
purpose. 
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7. Claims 66, 68-73, 75, 76, 78-83, 85, 86, 88-93 and 95 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Ricciardi et al in view of Furcht et al (U.S. 
Patent 6,303,288) in view of Northview Biosciences Inc. (March 2001) (titled Sterility 
Assurance Compliance) 

(http://www.northviewlabs.com/pdf_docs/SterilityAssurance.pdf). 

Ricciardi et al teaches a kit for the collection of material containing DNA (see 
abstract and figure 1 ) comprising: 

(a) a housing containing at least one collection device for collection material 

containing DNA (see figure 1 and column 2, lines 30-42). 

Ricciardi expressly teaches that the swabs may be used for PCR amplification 

and that the swabs should be sterile (see column 2, lines 5-10). 

With regard to claims 75, 85, 95, Ricciardi teaches the use of Dacron swabs 
which have some level of adhesion that is variable in it's binding (see column 3, lines 
36). 

Ricciardi et al does not teach modes of sterilization. 

Northview Biosciences teaches sterilization of kits using a variety of equivalent 
techniques including ethylene oxide, gamma radiation and electron beam radiation (see 
page 2) 

With regard to claims 76 and 86, Ricciardi teaches placement of the swabs in a 
protective pouch (see figure 1 ). 
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With regard to claims 68-71, 78-81, 88-91, Northview Biosciences teaches 
sterilization of kits using a variety of equivalent techniques including ethylene oxide, 
gamma radiation and electron beam radiation (see page 2) 

Ricciardi et al in view of Northview Biosciences Inc. do not teach a device which 

has a rear surface that prevents collection of the DNA. 

Furcht et al teaches, with regard to claims 66, a device for the collection of 

material containing DNA (see abstract and figure 1) comprising: 

A device for collecting material containing DNA that has a collection portion, 
(figure 3, reference number 32, which column 8, lines 54-67 identifies as a sample 
collection pad that is placed on a plastic support, reference number 31 (see column 8, 
lines 41-44), where the figure shows a front surface that is available for the collection of 
material containing DNA and a rear surface that is covered by plastic and is not 
available for DNA collection (see figure 3). 

With regard to claims 72, 73, 75, 82, 83, 85, 92, 93, 95, Furcht teaches the use of 
FTA paper which inherently has some level of adhesion that is at least slightly variable 
in it's binding (see column 8, line 58). 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to use the device of Furcht in the kit of Ricciardi since 
Furcht notes "This application of the microcantilever based sensor offers superior 
sensitivity, specificity and utility in an integrated MEMS system format (see column 12, 
lines 7-10)." Furcht further motivates the use of FTA paper by noting "DNA extractions 
on FTA 1 " 1 paper have demonstrated significant ease in use and reduced cost in 
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performing routine clinical molecular genetic testing (see column 2, lines 53-56)." 
Motivation to sterilize the device is provided by Northview Biosciences which notes 
"Sterility is essential to the safety of many medical devices. Most single use devices are 
terminally sterilized by ethylene oxide gas or gamma or electron beam radiation (see 
page 2)". An ordinary practitioner would have been motivated to use the device of 
r Furcht in the kit of Ricciardi since the device will improve sensitivity, specificity and 
utility and reduce labor costs and specimen sizes (see column 12 and column 2, lines 
21-38). Further, an ordinary pracititioner would have been motivated by Northview 
biosciences to sterilize the kit in order to improve the safety of the device and to ensure 
that swabs, which would be placed within the oral cavity of human beings, would not 
contain any hazardous materials such as pathogenic microorganisms or viruses. 

Response to Arguments 
8. Applicant's arguments filed January 8, 2007 have been fully considered but they 
are not persuasive. 

Applicant argues that the Gross bandage lacks an adhesive surface on the 
"collection substrate". While Applicant correctly notes that the dressing pad is not 
intended to function as an adhesive, it is equally certain that the dressing pad has some 
level of adhesive properties. However, this is not necessary for the rejection. The 
bandage of Gross expressly comprises an adhesive layer 41 on the same side of the 
bandage as the dressing pad. This adhesive layer expressly meets the "adhesive 
surface" requirement of the claim. The difference in intended uses does not distinguish 
this product claim from the product of Gross. That is, the product of Gross, comprises 
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the adhesive layer for the purpose of adhering the bandage adjacent to the wound 
surface. However, this adhesive layer will still collect DNA containing material. The 
clearest evidence of this is the common experience of having hair pulled out that 
remains affixed to the adhesive surface of Bandaids ®. This hair is DNA containing 
material. Therefore, the bandages of Gross remain anticipatory as discussed in the 
rejection and the rejection is maintained. 

Conclusion 

9. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey Fredman whose telephone number is (571)272- 
0742. The examiner can normally be reached on 6:30-3:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571 )272-0782. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571 -272-1 000./" 




Jeffrey Fredman 
Primary Examiner 




